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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenm adjustment See 37 CFR 1.704(b). 

Status 

I) S Responsive to communication(s) filed on 27 September 2006 . 
2a)n This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for fornial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 1-20 is/are rejected. 
?)□ Claim{s) is/are objected to, 

8) n Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152, 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
aM All b)n Some * c)n None of: 

1 Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 

3.S Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The preliminary amendment, which included addition of new claims 19, 20 and 
amendment to claims 1, 3-6, 8, 9, 11, 14, 16 and 17, filed on 9/27/2006, is made of 
record. Claims 1-20 are now pending. 

Information Disclosure Statement 

References cited in the Infomnation Disclosure Statement, filed on 1/31/2007, are 
made of record. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shail contain a written description of tlie invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for compound of formula I wherein X= CI, does not 
reasonably provide enablement for compound of formula I wherein X= Br or I, which are 
susceptible to the catalytic hydrogenation. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the invention commensurate in scope with these claims. The following apply: 

In evaluating the enablement question, following factors are considered. Note In 
re Wands, 8 USPQ2d 1400 and Ex parte Fomrian, 230 USPQ 546. The factors include: 
1) The nature of the invention, 2) the state of the prior art, 3) the predictability or lack 
thereof in the art, 4) the amount of direction or guidance present, 5) the presence or 
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absence of working examples, 6) the breadth of the claims, and 7) the quantity of 
experimentation needed. 

1 . The nature of the invention and the state of the prior art: 

The invention is drawn to a process of hydrogenating compound of formula II in 
presence of various transition metal catalyst in solvent under varying temperature ad 
pressure. Specification is not adequately enabled as to how to make compounds of 
formula (I) wherein the said X groups are iodo or bromo, which are susceptible to 
hydrogenation. 

Instant X groups are permitted to be, besides chloro, bromo and iodo groups. Such 
groups which are known to undergo halogen-carbon bon cleavage during 
hydrogenation. See Degussa Booklet Guide for catalytic hydrogenation. page 14. 
Specification offers no teachings or suggestion as to how to perform the hydrogenation 
process in presence of these reactive groups. Thus presence of such reactive groups 
are chemically incompatible the process of hydrogenation embraced in the instant 
claims with various catalyst and conditions including high pressure and temperature. 

2. The predictability or lack thereof in the art: 

Hence the process as applied to the above-mentioned compounds claimed by 
the applicant is not an art-recognized process and hence there should be adequate 
enabling disclosure in the specification with working example(s). 
4. The amount of direction or guidance present: 
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Examples illustrated in the experimental section or written description offer no 
guidance or teachings as to how perform the process of making compound of formula I 
wherein X= Br or I are present in the starting material. 

5. The presence or absence of working examples: 

Although examples 1-2 show the hydrogenation process, they are limited to 
chloro compounds which are less reactive functional groups than iodo or bromo. There 
are no representative examples showing the viability of the process for plurality of 
reactive substituents embraced in the instant claims. 

6. The breadth of the claims: 

Specification has no support, as noted above, for all compounds generically 
embraced in the claim language would lead to desired compound of formula I with said 
reactive groups and there is also no valid chemical reasoning for one trained in the art 
to expect that all these functional groups would be inert toward the reducing agent 
embraced in the process claim. 

7. The quantity of experimentation needed: 

The quantity of experimentation needed would be an undue burden on skilled art 
in the chemical art since there is Inadequate guidance given to the skilled artisan for the 
many reasons stated above. Even with the undue burden of experimentation, there is 
no guarantee that one would get the product of desired structure, namely compound of 
formula I embraced in the instant claims in view of the prior art teachings. 
Thus, factors such as "sufficient working examples", the "level of skill in the art and 
predictability, etc. have been demonstrated to be sufficiently lacking in the case for the 
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instant claims. 

Claim Rejections • 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fomn the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in ttiis or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-12, 16, 17 and 19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Larsson et al.. WO 01/92263. 

Larsson et al., teaches a process for preparing compound of formula II from 
compound of formula III, which Includes instant process of making compound of fomiula 
I form compound of formula III. See page 1 and 2 for process of making compound off 
romula li from compound of fonnula III and the process conditions. See example 3 
shown in pages 12-14. Especially see page 14, step 4. 

Claims 1-5, 9 and 11 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Fisons EP 0508687. 

FIsons teaches a process for preparing instant compound of formula I from 
instant compound of fonnula II, which includes instant process of making. See example 
9, especially step iv. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ459 (1966), that are applied for establishing a background for detemiining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made In order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Larsson et al., WO 01/92263 in view of Krauter et al., US 6,818,720. 

Teachings of Larsson et al., as discussed in the above 102 rejection is 
incorporated herein. As noted above, 

Larsson et al., teaches a process for preparing compound of formula II from 
compound of formula III, which includes instant process of making compound of formula 
I form compound of fonmula III. See page 1 and 2 for process of making compound off 
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formula li from compound of fomnula III and the process conditions. See example 3 
shown in pages 12-14. Especially see page 14, step 4. 

Although Larsson et al. exemplifies one process with a specific starting material, 
catalyst and solvent, the process of reduction is nitro group to amino and azo to amino 
through hydrazo is known In the art. 

The secondary reference Krauter et al., clearly teaches varying conditions for 
such hydrogenation process. See column 1-10 for details of the process and prior art. 

One trained in the art would be motivated modify the catalyst, solvent and other 
experimental conditions. 

Hence, one trained in the art would be motivated to make compound of formula I 
using the overall process taught by the combined references by varying the catalyst, 
solvent temperature and pressure of the reaction and expect to obtain the desired 
product because he would have expected the analogous starting materials and 
reactants react similarly in view of the combine teaching of the prior art. It has been held 
that application of an old process to an analogous material to obtain a result consistent 
with the teachings of the art would have been obvious to one having ordinary skill. Note 
In re Kerkhoven 205 USPQ 1069. 

See also MPEP 2144.05, which says, under Optimization Within Prior Art 
Conditions or Through Routine Experimentation: 

Generally, differences in concentration or temperature will not support the 
patentability of subject matter encompassed by the prior art unless there is evidence 
indicating such concentration or temperature is critical. "[WJhere the general conditions 
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of a claim are disclosed in the prior art, it is not inventive to discover the optimum or 

workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 

233, 235 (CCPA 1955) (Claimed process which was performed at a temperature 

between 40X and 80°C and an acid concentration between 25% and 70% was held to 

be prima facie obvious over a reference process which differed from the claims only in 

that the reference process was performed at a temperature of 100°C and an acid 

concentration of 10%.). See also In re Hoeschele, 406 F.2d 1403, 160 USPQ 809 

(CCPA 1 969) (Claimed elastomeric polyurethanes which fell within the broad scope of 

the references were held to be unpatentable thereover because, among other reasons. 

there was no evidence of the criticality of the claimed ranges of molecular weight or 

molar proportions.). For more recent cases applying this principle, see Merck & Co. Inc. 

V. Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 

493 U.S. 975 (1989); In re Kulling, 897 F.2d 1147, 14 USPQ2d 1056 (Fed. Cir. 1990); 

and In re Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir. 1997). 

Also see In re KSR Intemational vs. Teleflex Inc., 82 USPQ2d 13-85, 1397 
(2007). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046. 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
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F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed temiinal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A tennlnal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-20 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 3 and 4 of 
copending Application No. 11/591,464. Although the conflicting claims are not identical, 
they are not patentabiy distinct from each other because the process embraced in the 
instant claims are also embraced in the process claims 3 and 4 of the copending 
application. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

Any inquiry concerning this communication from the examiner should be 
addressed to Venkataraman Balasubramanian (Bala) whose telephone number is (571) 
272-0662. The examiner can normally be reached on Monday through Thursday from 
8.00 AM to 6.00 PM. The Supervisory Patent Examiner (SPE) of the art unit 1624 is 
James O. Wilson, whose telephone number is 571-272-0661. The fax phone number for 
the organization where this application or proceeding is assigned (571) 273-8300. Any 
inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-1600. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAG. Status 
infomiation for unpublished applications is available through Private PAIR only. For 
more Infomnation about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 1 7-91 97 (toll-free). 



Venkataraman Balasubramanian 
9/29/2007 



